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PROCLSSING REQUEST

Reg. #: (0&3(0‘/3 &7 Decision #: (‘1[ 624
Description:

Material Sent (see jacket):

X New CSF(s) Dated: B
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l:] Other:

File this coversheet and attached materials in the jacket. It must be well organized
and clipped together, NOT STAPLED. Then give the jacket with the coversheet and
materials to staff in the Information Services Center (ISC) (Room S-4900'). If a |
jacket is full or only available as an image, please file materials in a new jacket and
bring it down to the (ISC). For further information please call 703-605-0716.

Reviewer: Joe Daniels

Division: Antimicrobials Division

Phone: (703) 347-8669 : Date: "/&O//ﬁ
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NOTICE OF PESTICIDE:
_X_Repistration .
___ Reregistration Conditional

Term of lssnance:

tunder FIFR AL as coneadedy
Name of Pestichife Peaducr:

NUGEN 11D-64

Name and Address of Registrant (include 211° Codey:

Kathryn Rosario

Regulatory Assurance Specialist
Lonza Inc.

412 Mount Kemble Avenye
Morrstown, NJ 07960

Note: Changes in labeling differing in substance from that accepted i connection with tivis repistration must be submitted to and wccepted by the

Antimicrobials Division prior to use of the label in commerce. In any correspondence on (his praduct always refer to the above EFA regisiraton number

On the basis of information furnished by the registrant. the above named pesticide is herchy registered
under the Federal Insecticide. Fungicide and Rodenticide Act.

Registration is in no way to be construed as an endorsement or recommendation of this product by the
Agency. Inorder to protect health and the environment. the Administrator. on his motion, may at any
time suspend or cancel the registration of a pesticide in accordance with the Act. The acceptance ol any
name in connection with the registration ot a product under this Act is not to be construed as giving the
registrant a right to exclusive use of the rame or to its use if it has been covered by others.

This produet is conditionally registered in accordance with FIFRA scction 3{c)(7XA). You must comply
with the following conditions:

I. Submit and/or cite all data required for registration/reregistration/registration review of your
product under FIFRA when the Agency requires all registrants of similar products to submit such
data,

Signature of Approving Official:
Ihite:

L1:26/18

John Hebert. Chicl

Regulatory Management Branch |
Antimicrobials Division (7510P)
Office of Pesticide Programs

I'BA Farm 85706
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Decision No. 341622

2. Be aware that proposed data requirements have been identified in a Work Plan, For more
information on these proposed data requircments. you may contact the Reevaluation Team
Leader {Team 36): hup:/wwwl epa.govipesticide-contucts/contacts-otfice-pesticide-programs-
antinicremal-division

-

3. Make the following label changes before you release the product for shipment:
¢ Revise the EPA Registration Number to read. “EPA Reg. No. 6836-387.

4. Submit one copy of the linal printed label for the record before you release the product for
shipment.

Should you wish o add/retain a reference to the company’'s website on your label. then please be aware
that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide Act and is
subjeet o review by the Agency. [fthe website is lalse or misleading, the product would be misbranded
and unlawtul to sell or distribute under FIFRA section 12(a)(1)(E). 40 CFR 136.10(a)}(5) list examples
of statements EPA may consider false or misleading. In addition. regardless of whether a website is
referenced on your product’s fabel, claims made on the website may not substantially differ from those
claims approved through the registration process. Therefore. should the Agency find or if it is brought to
our attention that @ website contains lalse or misleading statements or claims substantially differing from
the EPA approved registration, the website will be referred to the EPA s Office of Enforcement and
Comphance.

[Ty ou tail 1o satisly these data requirements. EPA will consider appropriate regulatory action including.
amony other things. cancellation under FHRA section 6(c). Your release for shipment of the produet
constitutes acceplance of these conditions, A stamped copy of the label is enclosed for vour records,
Please also note that the record Tor this product currently contains the loltowing CSIs:

e« Basic CSF dated 11/19/2018

[ yvou have any questions, you may contact Joe Nanicls at (703} 347-8669 or via email at
danicls josephidicpa.gov.

Fonclosure



{Note to reviewer:
ltems {n brackets [AAA] are optional and may/may not be inciuded on final label.
ltems in braces {AAA) are for information purposes and will not appear on final labei}

NUGEN1ID-64 [ GGEPTED
One-Step Germicidal’ Cleaner and Deodorant 1 1 /26 /20 1 8
DISINFECTANT PSEUDOMONAC'DAL’ Urrcer 1o L ectoral sty e §onrph sle
STAPHYLOCIDAL' BACTERICIDAL witf Rewdesihsti So08 it sarasneer “or
FUNGICIDAL MILDEWSTATIC g RUARE AR ABICR 1 e
“VIRUCIDAL S 6836-387

[FLORAL]/ [CITRUS]/ [FRESH] / [CLEAN] / [LEMON] / (PINE] / [MINT]
[scent] [fragrance] [odor] {scented]

Active Ingredients:

Didecyl dimethyl ammonium carbonate and Didecyl dimethyl ammonium bicarbonate...................  3.03%
UTAE INGTORIBNTEIA . .. ccvasionsssmsmsivriansss somimss ivasssses i i S Sss sovsasad s TR A SR (e S m se s A AL 96.97%
D e i st memnaromsaro s semauntassmasnismssynsorssatsnasasaansmsassensarnyaastshmsnens no s SEA SRV ERS RURAR s 100:00%

KEEP OUT OF REACH OF CHILDREN

DANGER [PELIGRO]

AU

.

POISON

See [left] [side] [right] [back) panel for Precautionary Statements and First Aid

EPA Reg. No. 6836-XXX
EPA Est. No. (as indicaled on container)
Net Contents (as indicated on container)

[DOT symbols]

[Country of arigin (insert country}]
[Manufactured in (insert country))
[BARCODE]}

Manufactured by:

LONZA Inc

412 Mounrt Kemble Avenue
Suite 2008

Morristown, NJ 07960

'staphyiococcus aureus and staphylococcus epideriis

‘pseudomonas aeruginasa

NUGEN 11064 {Note to reviewer. Language in [ [ s optional or interchangeabie}

EPA Reg. No. 6836-XXX
EPA Regisiration submission 2018-11-21 Page tof 11







(Note to reviewer: the folfowing is considered optional markeling language:}
A multi-pumpose, germicidal’ detergent effective in the presence of a moderate amount of organic sail (5% serum).

Bleach-free

Cleans, disinfects, and eliminates odors.

Continuous Odor Removal

[Deodorizes and] has a clean, fresh scent

Destroys [mold] odors at the source.

Disirfecting [Multi-Purpose] Cleaner

Disinfects [and / or] cleans [and / or] decdarizes in one {labor saving) step when used according to the direclions for
disinfection.

Doesn't just mask odors, it eliminates them.
Eliminates [smoke] {pet] {mold] odors.

Eliminates taugh [floor] dirt and germs?t

[Geod for] [use on] finished wood surfaces

Help is on the way

Makes 65 gallons {on the 1 gaflon label}

Meets OSHA Bloodborne Pathogen standard for HIV
Motd Odor Destroyer

Multi-purpose —or- Floor cleaner —and/or- disinfectant
No smeary residue

Odor counteractant

TNote to reviewer: if a supplemental labe! is using the “Germs " claim, per the EPA Guidance on use of the
term "Germs" in order to make an unqualified “germ” claim the supplemnental iabel must fist afl 3 of the majot
classes of organisms: Virus, Bacteria. Fungi and label must bear disinfectant directions. ln order to make a
qualified “germ" claim the supplemental label must be a broad spectriim disinfectant and list additional claims
against one of the following two major classes of organisms: Fungi or Viruses and must hear disinfectant
directions. The front pane! of the fabel for a qualified claim must contain a designator [such as **} that refers the
user (o the qualified statements that describes the type of germ the product is efficacious against. An
unqualified clairm can appear on front or back panel and does not require a designator.

NUGEN 11D-64 {Note to reviewer. Language wr { | is optional or mterchangeatief
EPA Reg. No. 6835-XXX
EPA Registralion submission 2018-11-21 Page 2of 11




{Note to reviewer: the following is considered optional marketing language:}

Use NUGEN 11D-64 in:

{Note to reviewer. Each entry below also represents a graphic depicting the corresponding area of use. The
graphics wilt anly represent individual objects or outsides or insides of buildings as described below. No people

animal or food will be depicted in graphics. Toy graphics will be submitted fo Agency for review.)

Bathrooms
Homes [households)
Kitchens

Dental offices

Hospitals

Medical Cffices [Clinics]
Nursing homes

Day care centers
Nurseries

Bars

Cafelerias

Convenience stores

Federally inspected meat and poultry plants,

Food processing plants

Food storage areas

Inshiutional kitchens

Restaurants

[USDA] [Federally] inspected food processing
facilities

Athletic facilities
Barber shops
Business and office buildings
Colleges
Correctional facilities
Dressing rooms
Exercise facilities
Factories

Hotets

Institutional facilities
Institutions

Locker rooms
Motels

Prisons

NUGEN 110-64
EPA Reg. Ng. 6836-XXxX
EPA Registration submussion 2018-11-21

Public facilities

Public rest rooms
Schools

Shower and bath areas
Salons [Beauty)
Universities

Camp grounds
Play ground equipment
Animal laboratories

Dairy farms

Farms [Farm premises]
Hog farms

Kennels

Fet animat quarters
Pet shops

Poultry farms
Poultry houses
Turkey farms
Veterinary clinics
Zoos

Airplanes

Airports

Boats

Buses

Campers

Cars

Emergency vehicles
Mobile homes

Ships

Taxis

Trailers

Trains
Transportation terminals

{Note to reviewer: Language in [ }is optional or interchangeable}

Page 4 of 11
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{Nate to reviewer: the following is considered optional marketing language:)

[TYPES OF SURFACES:]

Use NUGEN 11D-64 on washable hard, nonporous surfaces of
{Note to reviewer: Each entry below also represents a graphic depicting the corresponding type of surface. No
people, animal or food will be depicted in the graphics. Only exteriors of microwaves and refrigerators wili be

depicted.}

Appliances, exterior surfaces

Basins [empty]

Bathroom [lavatory] fixtures

Bathtubs

Cabinets

Cages

Chairs

Coils and drain pans of air conditioning ana
refrigeration equipment and heat pumps

Conductive flooring

Counters [countertops]

Desks

Doorknobs

Floors

Garbage cans

Highchairs

Kennel runs

Other hard nonporous surfaces made of:
Formica®

Glazed ceramic

Glazed enameled surfaces

Glazed porcelain

Metal

Painted surfaces

Plastic (such as polystyrene or polypropylene)

Sealed stone

Stainless steel

Uphalstery, vinyl and plastic
Woodwork, finished

Microwave ovens, exterior surfaces
Outdoor furniture

Refrigerators, exterior surfaces
Refrigerated storage and display equipment
Showers

Shower stalls

Sinks [bathroom, kitchen]

Stoves [stovetops]

Tables. [picnic tables)

Telephones

Tollets

Toilet bowls

Toilet bowl! surfaces

Tubs

Tiles, glazed

Urinals

Walls

Note to reviewer: The foilowing is an optional graphic that will be used to illustrate the scent.}

* Formica®™ is a registered trademark of The Diller Corporation

NUGEN 11D-64
EPA Reg. No. 6836-XXX
EPA Registration submission 2018-11-21

e
\

t/ N

fresh scent

(Note io reviewer: Language in{ ]is optional or interchangeable}

Page 50f 11




{Note to reviewer: The following are optional graphics that will be used to ilfustrate possible use sites.}

toilet garbage area shower
bafo  area de basura  ducha

{Note to reviewer: The following are optional graphics that will be used to iffustrate odors to be controlfed.}

smoke mold & mildew
humo mehe y hengos

NUGEN 11D-64
EPA Reg. No. 6836-XXX
EPA Regstration submission 2018-11-21

Det carier
portador del
animal domestico

{Note to roviewer. Language in { | is oplional or interchangeable)

Page 6 of 11
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{Note to reviewer: the following is considered optional marketing language:}

Effective [as a disinfectant] against the following pathogens.
[Bacteria:}

Enterobacter aerogenes (ATCC 13048)

Escherichia coli (ATCC 11229)

Kiebsiella pneumonia (ATCC 4352)

Pseudormonas aeruginosa (ATCC 15442)

Safmonella enterica (ATCC 10708)

Serratia marcescens (ATCC 14758)

Shigella lexneri (ATCC 12022)

Shigelia sonnei (ATCC 11080)

Staphylococcus aureus (ATCC 8538)

Staphylococcus aureus - Methicilin-Resistant [MRSA] (ATCC 700639)
Staphylococcus epidermidis (ATCC 12228)
Streptococcus pyogenes [Strep] (ATCC 19615)

fViruses:}

*Herpes simplex Type 1 Virus [Herpes]
*Influenza A Virus [influenza)

"HIV-1 [AIDS virus}

[Fungi:}
Trichophyton interdigitale [Athlete’s Foot Fungus] {A Cause of ringwormj

DILUTION: 1:64 2 fl. oz. per gallon of water  [474 ppm Active Quat]

NUGEN 1/D-64 INote tn reviewer: Language in | ] is optional or interchangeabla)
EPA Reg. No. B635-XXX

EPA Registration submission 2018-11-21 Page 7of 11
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(if the foltowing Spanish statement is used, it must appear directly above DIRECTIONS FOR USE}
{AVISO: SINOPUEDE LEER EN INGLES. PREGUNTE A SU SUPERVISOR SOBRE LAS INSTRUCCIONES DE
USO APROPIADAS ANTES DE TRABAJAR CON ESTE PRODUCTO.}

DIRECTIONS FOR USE
itis a violation of Federa! law to use this product in a manner inconsistent with its labeling.

GENERAL USE DIRECTIONS

APPLICATION: For disinfection, remove heavy soil deposits from surface. Then thoroughly wet surface with a
solution of 2 fl. oz. [1/4 cup] of the concentrate per 1 gailon of water. Apply with a cloth, mop, sponge. or coarse
sprayer. or by soaking. For sprayer applications. use a coarse spray device. Spray 6-8-inches from surface, rub
with a brush. cloth or sponge. Do not breathe spray. Let solution remain on surface for a minimum of 10 minutes.
Rinse or wipe dry with a clean cloth or sponge or allow to air drv.

Rinse all surfaces that come in contact with food such as countertops, exterior surfaces of appliances, tables and
stovetops with potable water before reuse. Do not use on utensils, glassware and dishes or appliance intericr
surfaces as a disinfectant.

Prepare a fresh solution daily or more often if the solution becomes diluted or visibly soiled.
Rinsing of flaors is not necessary uniess they are to be waxed or polished.

{Note for reviewer: For labels that fist medical premises and metal and / or stainfess steel surfaces, one of the
folfowing statements must be used:}

This product is not 1o be used as a terminal sterilant / high level disinfectant on any surface or instrument that (1) is
intreduced directly into the human body, either into or in contact with the bloodstream or normally sterile areas of the
body, or (2) contacts intact mucous membranes but which does not ordinarily penetrate the blood barrier or otherwise
enter normally sterile areas of the body. This product may be used to preclean or decontaminate critical or semi-
critical medical devices prior to sterilization or high level disinfection.

{or}

This product is not for use on medical device surfaces.

{Note to reviewer: Alternate Directions for use.}
General Cleaning:
Mix 2 fl. oz. [1/4 cup] per 1 gallen of water.

To Disinfect and Clean [throughout your home]:

Mix 2 fi. 0z. [1/4 cup] per 1 gallon of water. Let stand for a minimum of 10 minutes before wiping. For heavily soiled
surfaces. a precleaning step is required.

Far tough jobs.

Pour directly on sponge or soil. Let stand for a minimum of {contact time) before wiping. Rinse thoroughly with clean
water.

For surfaces that may come in contact with food potable water rinse is required.

USDA: Use in federally inspected meat and poultry plants on all hard, nonporous surfaces in inedible product
processing areas. non-processing areas, and / or exterior areas.

USDA: For use in federaily inspected meat and pouitry plants as a floor and wall cleaner for use in all departments.
Food products and packaging materials must be removed from the room or carefully protected. All surfaces must
be thoroughiy rinsed with potable water.

MNUGEN HD-54 {Nnte o reviewer: Language in { [ is optional ar interchangeable)
EFA Reg. No. B836-XxX
EPA Regstration submisston 2(118-11-21 Page Bof 11
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TOILET BOWLS: To clean, apply diluted solution around the bowl and up under the rim. Stubborn stains may
require brushing.

To disinfect, first preclean to remove heavy soil. then [remove or expel over the inner trap the residual bowl water]
or [empty bowl]. Pour in 3 l. oz of the diluted solution. [Swab the bowl completely using a scrub brush or mop]
[Brush bowl completely], making sure to gef under the rim. Let stand for 10 minutes [or overnight]. then flush.

DISINFECTION OF BARBER / BEAUTY / SALON INSTRUMENTS AND TOOLS: Tools {such as combs.
brushes, razors, scissors, and other shop tools) can be disinfected by immersing in a 2 fi. oz. {1/4 cup] per 1 gailon
sofution for a contact time of at feast 10 minutes. Prepare a fresh solution daily or more often if the solution
becomes diluted or visibly sailed.

FUNGICIDAL DIRECTIONS: NUGEN 11D-84 is an effective fungicide against Trichophyton interdigitale {the
athlete's foot fungus] [a cause of ringworm] in areas such as locker rooms, dressing rooms, shower and bath
areas and exercise facilities. Follow disinfection directions.

MILDEWSTATIC DIRECTIONS:

[Will effectively controt the growth of mold and mildew plus the odors caused by them when applied to hard.
nonporous surfaces such as walls, flogrs, and table tops.] Apply solution [2 fl. 0z. [1/4 cup] per 1 gallon of water]
with a cloth, mop, sponge, or coarse sprayer, making sure to wet alt surfaces completely. Let air dry. Prepare a
fresh solution for each use. Repeat application weekly or when growth reappears.

*KILLS Hiv-1 [AIDS VIRUS] ON PRECLEANED, ENVIRONMENTAL SURFACES / OBJECTS PREVIOUSLY
SOILED WITH BLOOD / BODY FLUIDS in heaithcare settings or other setlings in which there is an expected
likelihood of soiling of inanimate surfaces / objects with blood / body fluids, and in which the surfaces / objects likely
to be soiled with blood / body fluids can be associated with the potential for transmission of Human Immunodeficiency
Virus Type 1 [HIV1] [associated with AIDS].

Special Instructions for Cleaning and Decontamination Against *HIV-1 [*AIDS Virus] of Surfaces !
Objects Soiled With Biood / Body Fluids.

Personal Protection: Clean-up must always be done wearing protective gloves, gowns, masks and eye
protection.

Cleaning Procedures: Biood and other body fluids must be thoroughly cleaned from surfaces and objects
before application of NUGEN 1ID-64.

Contact Time: Leave surface wet for 5 minutes [at 25°C] {77°F] [room temperature]. Use a 10-minute contact
time for disinfection against all other viruses, fungi, and bacteria claimed.

Disposal of Infectious Materials: Biood, body fluids, cleaning materials and clothing must be disposed of
according tc federa), state. and local regulations for infectious waste disposal,

FARM PREMISE, LIVESTOCK, TURKEY AND POULTRY HOUSE DISINFECTANT:

1. Remove all animals and feeds from premises, trucks, coops, crates, and enclosures.

2. Remove all lifter and manure from floors, walls, and surfaces of barns, pens. stalls. chutes. and other facifities

and fixtures occupied or traversed by animals.

Empty all troughs, racks, and other feeding and watering appliances.

Thoroughly clean all surfages with soap or detergent, and rinse with water.

Saturate all surfaces with the recommended disinfecting solution for a period of 10 minutes.

Immerse all halters, ropes, and other types of equipment used in handling and restraining animais. as well as

forks, shovels, and scrapers used for removing litter and manure. .

7. Ventilate buildings, coops, cars, boats, and other closed spaces. Do not house animals or employ eguipment
until treatment has been absorbed, set, or dried. _

8. After treatment with disinfectant, thoroughly scrub feed racks, troughs, automated feeders, fountains. and
waterers with soap and detergent, and rinse with potable water before reuse.

W h

NUGEN 11D-63 {Note [0 reviewer. Language in [ } s optionaf or interchangeable}
EPA Reg. No, 6836-XXX
EPA Registration submission 2018-11-21 Page 9of 11
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{Note to reviewer: For Nonrefillable Containers, Label has Household and Residential Uses}

STORAGE AND DISPQSAL

Store in original container in areas inaccessible to children.

Nonrefillable container. Da net reuse or refill this container. Wrap [container] and put in trash or offer for
recycling if available.

for}
Nonrefillable centainer. Do not reuse or refill this container. Wrap [container] and put in trash or offer for
reconditioning if appropriate.

{Note to reviewer: Far Nonrefillable Containers for commercial, industrial, and institutional uses — all sizes — No
Reuse Rinsate Statement for Public Heaith Use products. Chapter 13, Table 6 of the Label Review Manual stafes
that for “All products in containers that could be burned.” the registrant has the option to “Remain sifent on burning.”
therefore, no incineration language is provided for plastic containers.}

STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage or disposat.

Pesticide Storage: Open dumping is prohibited. Store in original container in areas inaccessible to children.
Pesticide Disposal:

Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide, spray mixture or rinsate is a
violation of Federal Law. If these wastes cannot be disposed of by use according tc label instructions. contact
your State Pesticide or Environmental Control Agency, or the Hazardous Waste representative at the nearest EPA
Regional Office for guidance.

Container Disposal:

Nonrefillable container. Do not reuse or refill this container. Clean container promptly after emptying.

{Plastic and Metal Containers:} Triple rinse as foilows: Fill container ¥4 full with water and reclose the
container. Agitate vigorously, and dispose of rinsate consistent with pesticide disposal instructions. Repeat two
more times. Then offer for recyciing if available or puncture and dispose in sanitary landfill or by other
procedures approved by state and local authorities. Follow pesticide disposal instructions for rinsate. H not triple
rinsed, these containers are acute hazardous wastes and must be disposed in accordance with local, state, and
federal regulations.

{For metal containers oniy:} DO NOT cut or weld metai contamners.

{For Bag in Box Containers:} Completely empty bag inta application equipment. Then offer for recycling if
available or dispose of in a sanitary landfill, or by incineration, or by ather procedures allowed by state and local
authorities.

{Note to reviewer: For Nonrefillable Sealed Containers: Packaging options can be in sealed containers or
botttes designed for use dilution systems to reduce worker exposure to the concentrate. None of these carn be
triple rinsed because they are closed sealed containers. The following text will be used on these sealed
container types:}

STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage or disposal.

Pesticide Storage: Open dumping is prohibited. Store in original container in areas inaccessible to children.
Pesticide Disposal; Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide, spray
mixture or rinsate is a viotation of Federal Law. If these wastes cannot be disposed of by use according to label
instructions, contact your State Pesticide or Environmentai Control Agency, or the Hazardous Waste
representative at the nearest EPA Regional Office for guidance.

Container Disposal: Nonrefillable container. Do not reuse or refill this container. Wrap empty container and
put in trash.

NUGEN 110-64 {Note to reviewer: Language in [ [is aplional or rterchangeable}
EPA Reg. No. 6836-XXX
EFA Registration submission 2018-11-21 Page 11 af 11
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Daniels, Joseeh

From: Kathryn Rosario <kathryn.rosario@lonza.com:
Sent: Wednesday, November 21, 2018 5:18 PM

To: Daniels, Joseph

Subject: Re: EPA Reg. No. 6836-GIT, GIA

Can we address the phys/chem data that Vekalet has asked about when we address the tox issues? Thanks, Kathryn

Sent from my iPhone

On Nov 21, 2018, at 1:52 PM, Daniels, Joseph <Daniels.Joseph@epa.gov> wrote:

| just listened to your voicemail. |talked to Vekalet, and she said she will try her best to have the review
completed ASAP with the information you sent in taken into account.

loe

From: Daniels, Joseph

Sent: Wednesday, November 21, 2018 12:39 PM
To: 'Kathryn Rosario' <kathryn.rosario@lonza.com>
Cc: Miederhoff, Eric <Miederhoff.Eric@epa.gov>
Subject: RE: EPA Reg. No. 6836-GIT, GIA

Good afternoon. | will not be in the office Friday, but will start working on this right away. Thanks!

Joe

From: Kathryn Rosario <kathryn.rosario@lonza.com>

Sent: Wednesday, November 21, 2018 12:33 PM

To: Daniels, Joseph <Daniels.Joseph@epa.gov>

Cc: Miederhoff, Eric <Miederhoff.Eric@epa.gov>; Tek, Vekalet <tek.vekalet@epa.gov>
Subject: RE: EPA Reg. No. 6836-GIT, GIA

Importance: High

Joe,
We will proceed with option 3. | have attached labels with language per pre-decisional determination.

Regards,
Kathryn

From: Daniels, Joseph [mailto:Daniels.Joseph@epa.gov]
Sent: Wednesday, November 21, 2018 10:28 AM

To: Rosario Kathryn - Allendale <kathryn.rosario@lonza.com>
Cc: Miederhoff, Eric <Miederhoff.Eric@epa.gov>

Subject: RE: EPA Reg. No. 6836-GIT, GIA

16



Good morning. We reviewed your response to your pre-decisional determination and have decided that
we cannot review the newly cited studies before the end of the PRIA timeframe, which ends on Monday
November 26%. This is not eligible for a renegotiation because the studies were aot sent in with the
original submission, and renegotiation is reserved for reviewing changes to the studies originally
submitied. At this time, there are three options:

1) Wwithdrawal and resubmit new A540 PRIA application with revised acute toxicity data

2) Do-Not-Grant

3) Submit label with language per pre-decisional determination
A withdrawal and resubmittal would ensure an AS40 PRIA timeframe. A do not grant does not cost any
additional money, but does not ensure a concrete review time. If you submit labels with language per
the pre-decisional determination, we can register the products. You could then submit the additional
data as an A570 and A570.1 as opposed to A540s and save some time on the review. Please let us know
as soon as possible how you wish to proceed.

Joe

Sent: Monday, November 19, 2018 10:25 AM

To: Miederhoff, Eric <Miederhoff.Eric@epa.gov>; Daniels, Joseph <Daniels.Joseph@epa.gov>
Subject: RE: EPA Reg. No. 6836-GIT, GIA

Importance: High

Eric, ioe,
We have addressed the tox issues. The data matrix has been revised as follows:

*MRID 43649103 will be cited for acute dermal tox. We are requesting that the acute dermal be
waived, and that the acute oral classification be used for Dermal, per EPA Guidance for Waiving Acute
Dermol Toxicity Tests for Pesticide Formulations & Supporting Retrospective Analysis (November 3, 2016)

«MRID 47426203 will be cited for acute inhalation tox.

We have revised the labels to include the respirator language in the Precautionary Statements section
however the data that we have cited on the data matrix will allow to proceed with the label without the
"poison” classification.

The correct Enforcement Analytical Method reference is also now on the data matrix — MRID 48445602.

| have attached CSFs —please note explanation below in reference to the pH range. If thisis not
acceptable, let me know and | will revise.

The pH (neat) is 8.38 per the report.

We round this up to 8.4 and take +/-5% of that number to arrive at the pH range of 8.0 to B.8.

We typically prefer to provide a pH range instead of one pH value on the CSF because it's impossible to
always get the same pH every time a batch is made due to very slight differences in manufacturing, raw
materials, pH meters, etc.

Considering this, can we keep the range on the CSF?

Please contact me with any questions.

Regards,

17



Kathryn Rosano

Regulatory Assurance Specialist
Lonza Inc

412 Mt. Kembie Avenue. Suite 2008
US - 07960 Morristawn. New Jersey
Tel. | +1 201 316 9288

Fax : +1 201 696 3483
mazilto:kathryn rosario@ionza.com
http://www lonza com

From: Miederhoff, Eric [mailto:Miederhoff.Eric@epa.gov]
Sent: Thursday, November 15, 2018 4:33 PM

To: Rosario Kathryn - Allendale <kathryn.rosario@lonza.com>
Cc: Daniels, Joseph <Daniels.Joseph@epa.gov>

Subject: RE: EPA Reg. No. 6836-GIT, GIA

Hi Kathryn,

We still have till 11/26 for this PRIA, please let me know a projected delivery date for your response to
the comments as quickly as possible and we can discuss next steps.

Regards,

Eric Miederhoff

Product Manager, Team 31
Regulatory Management Branch |
Antimicrobials Division

Office of Pesticide Programs
Environmental Protection Agency
703-347-8028

From: Kathryn Rosario <kathryn rosario@lonza.com>
Sent: Thursday, November 15, 2018 11:25 AM

To: Miederhoff, Eric <Miederhoff.Eric@epa.gov>

Cc: Daniels, Joseph <Daniels.Joseph@epa.gov>
Subject: RE: EPA Reg. No. 6836-GIT, GIA
Importance: High

Eric,

We will need to renegotiate the PRIA date as we would like ta address the acute tox review that you
sent. | will send additional information as soon as possible, once | receive clarification from my
colleagues in the Tox department.

Regards,
Kathryn

From: Miederhoff, Eric [mailto:Miederhoff.Eric@epa.gov]
Sent: Thursday, November 8, 2018 4:46 PM
To: Rosario Kathryn - Allendale <kathryn.rosario@lonza.com>; Daniels, Joseph

3
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<Daniels. Joseph@epa.goy>

Subject: RE: EPA Reg. No. 6836-GIT, GIA

Hi Kathryn,

Thank you for the additional materials. | have not had a chance to revise the amended label, and since
tomorrow is the predecisional deadline and Joe and ! are both out of the office, | included the efficacy

issues in the attached predecisional letter. However, if you feel you have addressed all the comments,
you do not need to do anything additional at this time. We did have some additional comments on the

label and via the acute toxicity review, however, and so have included those in the predecisional

determination.

Let me know if you would like to discuss these matters further. | wiil be back in the office on Tuesday.

Regards,

Eric Miederhoff
Product Manager, Team 31

Regulatory Management Branch |

Antimicrobials Division
Office of Pesticide Programs

Environmental Protection Agency

703-347-8028

From: Kathryn Rosario <kathryn.rosario@lonza.com>

Sent: Thursday, November 08, 2018 4:28 PM
To: Daniels, Joseph <Daniels.Joseph@epa.gov>

Cc: Miederhoff, Eric <Miederhoff Fric@epa.gov>

Subject: FW: EPA Reg. No. 6836-GIT, GIA

Importance: High

| have attached the updated data matrices and the EAM, MRID 49445602.

| have also attached updated labels per your comments from the efficacy review dated 10/11/2018, and

the date has been added to the label.
I will forward revised CSFs if you accept the justification an the pH range that | provided earlier today.

Repards,

Ratiiyn Rosario
Reguiatary Assurance Specialis’
_Onza e
41 4t Kemble Avanue. Suite 2008
U960 Mornstowil, New Jersey

Tegl +1201 316 Q2RR

ax 201 BHE 3453
mailto’'kathryn.rosano@ionza.com
hitp:ifiwww. lonza.com
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From: Rosario Kathryn - Allendale

Sent: Thursday, November 8, 2018 11:55 AM

To: 'Daniels, Joseph' <Daniels.Joseph@epa.gov>
Ce: 'Miederhoff, Eric' <Miederhoff Eric@epa.govs
Subject: FW: EPA Reg. No. 6836-GIT, GIA
Importance: High

Joe, Eric,

In reference to my comments on the Enforcement Analytical Method below; the comment is incarrect
and | will update the data matrix with the MRID number that we intend to cite for thic.

Regards,
Kathryn

From: Rosario Kathryn - Allendale

Sent: Wednesday, November 7, 2018 3:59 PM
To: 'Daniels, Joseph' <Daniels.Joseph@epa.gov>
Subject: RE: EPA Reg. No. 6836-GIT, GIA

HiJoe,
Please see responses bhelow.

Regards,
Kathryn

From: Daniels, Joseph [mailto:Daniels.Joseph@eDa,goy]
Sent: Wednesday, October 31, 2018 7:29 AM

To: Rosario Kathryn - Allendale <kathryn.rosario@lonza .com>
Ce: Miederhoff, Eric <Miederhoff.Eric@epa.gov>

Subject: RE: EPA Reg. No. 6836-GIT, GIA

Good morning. | just spoke with our chemistry reviewer who mentioned that she had spoken to you on
the phone yesterday. She sent me a list of issues that need to be addressed:

1. The trade name of the active ingredient does not match with the Registration number, 6836-236,
for the proposed Basic CSF, dated 05/31/2018 and the study(Guideline 830.1650,
MRID#50597001). Carboquat H is an alternate brand name on file for the 6836 236.

2. Data Evaluation Table [Guideline 830.1650]

§830.1650(b)(3(ii); pertaining to characterization of the pracess Not available
The guideline for (b} (3) {ii) mentioned in 830.1650 references
830.1620 {b) (3) (ii}. 1 do not see a (b) {3} {ii) listed in 830.1650
Guidelines. MRID 50597001 has listed guideline 830.1620 as not
applicable on page 5 of the study.

§830.1650(b)(3(iv); pertaining to ingredients used to process (see Requires Upgrading
Deficiency#1)

The guideline for (b) {3) {iv} mentioned in 830.1650 references
830.1620 (b) (3} (iv). I do not see a (b) (3) (iv) listed in 830.1650
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Guidelines. MRID 50597001 has listed guideline 830.1620 as not

apphicable on page 5 of the study.

§830.1650(b){3(v); pertaining to process equipment Satisfied

§830.1650(b)(3(v}; pertaining to the conditions of the process (such Not available

as pH, temperature, humidity, préssure, rpm)

The guideline for (b) (3) {v} mentioned in 830.1650 references

830.1620 (b) {(3) {v). 1do not see a {b) {3} (v) listed in 830.1650

Guidelines. MRID 50597001 has listed guideline 830.1620 as not

applicable on page 5 of the study. = —

§830.1650(b){3(v); pertaining to quality control measures Satisfied

3. The date on the updated Basic CSF and Data Matrix, dated 05/31/2018, are not updated. They
are provided to us on July 31, 2018. | will update and send you a revised CSF with the correct
date.

4. There is no date on the proposed label. | will update the label and add the date. | am working
on the other revisions that you requested for the label also.

5. Study for Guideline 830.1800, Fnforcement Analytical Method is not available on the referred
MRID#50597001{see the study and Data Matrix, dated 05/31/2018). The reference to EAM
(830.1800) is was not intended to be included on the data matrix; it is not required for this end
use product so | will need to amend the data matrix to remove it. Guideline 830.1800 was not
included as part of MRID 50597001.

6. The pH range is used for the proposed Basic CSF, dated 05/31/2018. However, there is no
justification provided. { need to ask my manager about the pH range and | will correct that also.

7. Itis not clear whether the test substance, DS6771, and test Substance Identification#405-
18B11QUat, for the accelerated storage stability and corrosion characteristic studies(Guidelines
830.6317 and 830.6320) can represent the proposed product{Nugen 11D 64{MRID#50597004}.

[ included in the cover letter an explanation of the test substances DS6771 as the Nugen 11D

- formulation. The DS6771 name identifies the product before we have a name for the EPA
registration during the testing phase.
The names of the test substance used in these studies is not the requested EPA primary brand
name. The table below describes the formulation of the Test Substance.

Test Substance 1D Formulation Name EPA Reg. No. CSF
followed
DS 6771
Lot # 6070-014 NUGEN 11D-64 6836-not yet assigned Basic
Lot # 6066-180 and 6066-181

From: Daniels, Joseph

Sent: Friday, October 26, 2018 12:37 PM

To: 'Kathryn Rosario' <kathryn.rosarin@lonza.com>
Cc: Miederhoff, Eric «<Miederhoff.Eric@epa.gov>
Subject: RE: EPA Reg. No. 6836-GIT, GIA

Good morning. Please see the attached efficacy review for 6836-GlA and -GIT. | will send along the
acute toxicity and product chemistry reviews as soon as they are completed. Please let me know if you
have any questions.

From: Kathryn Rosario [mailto:kathryn.rosario@lonza.com}
Sent: Wednesday, August 8, 2018 4:31 PM

21



To: Daniels, Joseph <Danieis.Joscun@epa.gov>
Cc: Miederhoff, Eric <Miederhoff.Eric@epa.gov>
Subject: RE: EPA Reg. No. 6836-GIT, GIA

I have attached the data matrix for the 6836-GI1A

From: Daniels, Joseph [mailto:Daniels.Joseph@epa.qov]
Sent: Wednesday, August 08, 2018 4:02 PM

To: Rosario Kathryn - Allendale

Cc: Miederhoff, Eric

Subject: RE: EPA Reg. No. 6836-GIT, GIA

Good afternoon. Thank you for getting back to us on this. | know they will be using the same data, but

can you please submit a data matrix for the secondary registration as well? Thanks!

loe

From: Kathryn Rosario {mailto:kathryn.rosario@lonza.com]
Sent: Wednesday, August 8, 2018 3:22 PM

To: Daniels, Joseph <Daniels.Joseph@epa.gov>

Cc: Miederhoff, Eric <Miederhoff Eric@epa.gov>

Subject: RE: EPA Reg. No. 6836-GIT, GIA

Hi Joe,

In reference to our conference call on Monday, please see attached. The data matrix is revised as
well. Let me know if you have any questions or need more information.

Regards,

Kathryn Rosano

Regulatory Assurance Specialist
Regulatcry

Lonza Inc

390 Boroine Rd

US - C7401 Allendgale

Tel :+1201 316 9285

Fax . +! 201 696 3485
mailta:kathryn.rosario@lonza com
hittp /’'www lonza_com

From: Daniels, Joseph [mailto:Daniels.Joseph@epa.qov]
Sent: Thursday, August 02, 2018 10:51 AM

To: Waish Jonathan - Allendale

Cc: Rosario Kathryn - Allendale; Miederhoff, Eric
Subject: RE: EPA Reg. No. 6836-GIT, GIA

That works. Please see below for the conference call information.

Conference number: 202-991-0477
Conference ID: 8647776
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From: Jonathan Walsh [mailto:jonathan.walsh@lonza.com]

Sent: Thursday, August 2, 2018 10:46 AM

To: Daniels, Joseph <Daniels.Joseph@epa.gov>

Ce: Kathryn Rosario <kathryn.rosario@lonza.com>; Miederhoff, Eric <Miederhoff.Eric@epa.gov>
Subject: RE: EPA Reg. No. 6836-GIT, GIA

Could we meet at 1:00 on Monday?

Regards,
jonathan

|1y 2013169327
) 201 6756326

jonathan.walsh@ionza.com

From: Daniels, Joseph [mailto:Daniels.Joseph@epa.gov]

Sent: Thursday, August 02, 2018 10:41 AM

To: Walsh Jonathan - Allendale <jonathan.walsh@lonza.com>

Cc: Rosario Kathryn - Allendale <kathryn.rosario@lonza.com>; Miederhoff, Eric
<Miederhoff.Eric@epa.gov>

Subject: RE: EPA Reg. No. 6836-GIT, GIA

We are free any time Monday afternoon before 4:30pm, and between 9:00-10:00am or 3:00-4:30pm on
Tuesday.

Joe

From: Jonathan Walsh [mailto:jonathan.walsh@lonza.com]

Sent: Thursday, August 2, 2018 10:34 AM

To: Daniels, Joseph <Daniels.Joseph@epa.gov>

Cc: Kathryn Rosario <kathryn.roszrio@lonza.com>; Miederhoff, Eric <Miederhoff.Eric@epa.gov>
Subject: RE: EPA Reg. No. 6836-GIT, GIA

Good Morning joe,

Thanks for getting back so promptly. Please iet me know what times work best for you on Monday or
Tuesday next week.

Regards,
Jonathan

(pt 201 3169327
(M} 201 6756326
jonathan.walsh@lonza.com

From: Daniels, Joseph [mailto:Daniels.Joseph@epa.gov]

Sent: Thursday, August 02, 2018 7:22 AM

To: Walsh Jonathan - Allendale <jonathan.walsh@lonza.com>

Cc: Rosario Kathryn - Allendale <kathryn.rosario@lonza.com>; Miederhoff, Eric
<Miederhoff.Eric@epa.gov>

Subject: EPA Reg. No. 6836-GIT, GIA
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Good morning Jonathan. | just got your message from yesterday afternoon. Is there a time this
afternoon or early next week that you two would be available for a conference call to discuss these two

actions? We would be free between 2:00 and 3:00pm, and 4:00-4:30pm today, and are pretty open on
Monday.

loe Daniels

Environmental Protection Specialist
Antimicrobials Division

Office of Pesticide Programs
Environmental Protection Agency
(703) 347-8669
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Daniels, .loseEh

From: Kathryn Rosario <kathryn.rosario@lonza.com>
Sent: Wednesday, August 1, 2018 1:03 PM

To: Daniels, Joseph

Cc: Miederhoff, Eric

Subject: RE: EPA Reg. No. 6836-GIT, -GIA

Joe,

Ok, i will send a copy of the waiver as soon as possible. We will get back to you shortly on scheduling a conference call.

Thanks,
Kathryn

From: Daniels, Joseph [mailto:Daniels.Joseph@epa.gov]
Sent: Tuesday, July 31, 2018 4:07 PM

To: Rosario Kathryn - Allendale

Cc: Miederhoff, Eric

Subject: RE: EPA Reg. No. 6836-GIT, -GIA

Good afternoon. Thank you your response. The waiver should suffice for skin sensitization, but can you please submit a
copy of the actual waiver? We still cannot accept your rationales behind the rest of your acute tox data. Once again, a
large list of products with a similar Al does not help us deal with product specific data. We still need to have a specific
product to cite to or a cite all to address product specific data. I'd be happy to schedule a conference call to discuss as
it may be better to talk about it in real time.

Joe

From: Kathryn Rosario [mailto:kathryn.rosario@lonza.com]
Sent: Tuesday, July 31, 2018 9:50 AM

To: Daniels, Joseph <Daniels.Joseph@epa.gov>

Cc: Miederhoff, Eric <Miederhoff.Eric@epa.gov>

Subject: RE: EPA Reg. No. 6836-GIT, -GIA

Hi Joe,

| have attached revised data matrix for both 6836-GIT and 6836-GIA and the corrected CSF for 6836-GIT.

Please note that we have corrected the citation for eye irritation on these data matrices. Footnote 2 has also been
corrected to cite the DDAC DCI case 3003.

Per OPP’s Guidance for Waiving or Bridging of Mammalian Acute Toxicity Tests for Pesticides and Pesticide Prqducts, we
are reguesting a waiver for the skin sensitization because the product is corrosive. If you need a formal letter in
reference to the waiver, piease let me know.

We believe that the data as cited on the matrices should satisfy the requirements for acute tox for these products, .
according to EPA Batching of End-Use Products for Meeting Acute Toxicological Data Requirements. If you feel there is
still a discrepancy in this area, we will certainly address it!

Regards,
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From: Daniels, Joseph [mailto:Daniels.joseph@epa.gov]
Sent: Tuesday, July 31, 2018 7:37 AM

To: Rosario Kathryn - Allendale
Cc: Miederhoff, Eric
Subject: RE: EPA Reg. No. 6836-GIT, -GIA

Good moming. [ just have a couple small issues to bring up with the chemistry technical screen for these two
products. The CSF for -GIT (Nugen 11D-64) is marked as an aliernate formulation rather than basic. Please
also provide a data matrix for the secondary registration, even if it is the same as the primary. Lastly, please let
me know if you have any questions concerning the e-mail below this on sent on July 27'.

Joe

From: Daniels, Joseph

Sent: Friday, July 27, 2018 4:15 PM

To: 'Kathryn Rosario' <kathryn.rosario@lonza.com>
Cc: Miederhoff, Eric <Miederhoff.Eric@epa.gov>
Subject: RE: EPA Reg. No. 6836-GIT

Yes, but the source contains more than just the active ingredient and water. If you can refer to a product with the same
source product with a simifar concentration of water {or a source with a similar composition), that should work.

From: Kathryn Rosario [mailto:kathryn.rosario@lonza.com]
Sent: Friday, July 27, 2018 4:02 PM

To: Daniels, Joseph <Daniels.Joseph@epa.gov>

Cc: Miederhoff, Eric <Miederhoff.Eric@epa.gov>

Subject: RE: EPA Reg. No. 6836-GIT

Hi toe,
The only additional ingredient in this product is water and that should not affect the acute tox profile?

Thanks,
Kathryn
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From: Daniels, Joseph [mailto: Daniels.Joseph@epa.qov]
Sent: Friday, July 27, 2018 3:47 PM

To: Rosario Kathryn - Allendale
Cc: Miederhoff, Eric
Subject: RE: EPA Reg. No. 6836-GIT

Good afternoon. It appears as if this would help to address generic data on the active ingredient, but not product
specific data. There are more ingredients in your product than just the active ingredient, and all are important in
determining the acute tox profile. Therefore, this does not address the issues found in the acute toxicity technical
screen.

Joe

From: Kathryn Rosario [mailto:kathryn.rosario@lonza.com]
Sent: Friday, July 27, 2018 10:35 AM

To: Daniels, Joseph <Daniels.Joseph@epa.gov>

Cc: Miederhoff, Eric <Miederhoff.Eric@epa.gov>

Subject: RE: EPA Reg. No. 6836-GIT

Joe,

[ discussed with my manager and he provided this document which explains on page 5 (below}) the applicability of this
data for this product:

Quaternary Ammonium Compounds :
DDACSB is a part of the Group I class {cluster [ grouping) establish

a member of the aliphatic dimethyl dialkyl quaternary ammonium «

Didecyl dimethyl ammonium chloride (DDAC) which has been ree
case #3003 is the representative member of the Group I class of qu
compounds. Hazard data generated for DDAC is considered to be 1
associated with all chemicals assigned to this class of quaternary ar
including DDACB. Consequently, human health toxicity studies ¢
Group I class quaternary ammonium compounds can be bridged in
toxicity data base. The DDACB risk assessments will be based on
DDAC/DDACB combined database.

Please let me know if you need more information!

Regards,
Kathryn
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From: Daniels, Joseph [mailto:Daniels.Joseph@epa.gov]
Sent: Thursday, July 26, 2018 9:46 AM

To: Rosario Kathryn - Allendaie

Cc: Miederhoff, Eric

Subject: RE: EPA Reg. No. 6836-GIT

| apologize, | was not very clear. The document that | am referring to is the MRID 48877801 that was used to satisfy
acute toxicity.

Joe

From: Kathryn Rosario [mailto:kathryn.rosario@lonza.com]
Sent: Thursday, July 26, 2018 8:57 AM

Ta: Daniels, Joseph <Daniels Joseph®@epa.gov>

Subject: RE: EPA Reg. No. 6836-GIT

Hi ioe,
What document is it that is not correct? Is it the 8570-34 data citation form?

Thanks,
Kathryn

From: Daniels, Joseph [mailto:Daniels.Joseph@epa.gov]
Sent: Thursday, July 26, 2018 8:26 AM

To: Rosario Kathryn - Allendale

Cc: Miederhoff, Eric

Subject: EPA Reg. No. 6836-GIT

Good morning. | was just informed by our reviewer that the document provided with your acute toxicity package does
not adequately address the data requirements. Per A540 guidance, your data may be addressed through the cite all
method, selective data citation, or through data waivers. Please let me know if you have any questions.

Joe

Frem: Kathryn Rosario [mailto:kathryn.rosario@lonza.com]
Sent: Tuesday, july 24, 2018 4:08 PM

To: Dauiels, Joseph <Daniels.Joseph@epa.gov>

Cc: Miederhoff, Eric <Miederhoff.Eric@epa.gov>

Subject: RE: 6836-GIT: PRIA TRACKING MILESTONE # 3

No, we do not need the current primary brand names to be listed as ABNs. | will send you the revised
documentation. Thanks for your assistance!

Regards,
Kathryn
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From: Daniels, Joseph [mailto:Daniels. useph@epa.aov]
Sent: Tuesday, July 24, 2018 4:05 PM

To: Rosario Kathryn - Allendale

Cc: Miederhoff, Eric

Subject: RE: 6836-GIT: PRIA TRACKING MILESTONE # 3

Hello again. | just discussed this with Eric, and it should be fine to change them now, we'll just need revised labels and
documentation. Would you like the current primary brand names to be alternate brand names?

loe

From: Kathryn Rosario [mailto:kathryn.rosario@lonza.com]
Sent: Tuesday, July 24, 2018 3:58 PM

To: Daniels, Joseph <Daniels.Joseph@epa.gov>
Cc: Miederhoff, Eric <Miederhoff.Eric@epa.gov>
Subject: RE: 6836-GIT: PRIA TRACKING MILESTONE # 3

Joe,
Ok. Would it be too much trouble to have these as the primary names instead? If so, | understand but { had to ask.

Thanks,
Kathryn

From: Daniels, Joseph [mailto:Daniels. Joseph@epa.gov]
Sent: Tuesday, July 24, 2018 3:23 PM

To: Rosario Kathryn - Allendale
Cc: Miederhoff, Eric
Subject: RE: 6836-GIT: PRIA TRACKING MILESTONE # 3

Good afternnon. | just went ahead and put them in as ABNs for now if that's okay. This e-mail can serve as our record for
adding the names. Please let me know if you need anything else.

Joe

From: Kathryn Rosario [mailto:kathryn.rosario@lonza.com]
Sent: Tuesday, July 24, 2018 3:05 PM

To: Miederhoff, Eric «<Miederhoff.Eric@epa.gov>

Cc: Daniels, Joseph <Daniels.Joseph@epa.gov>

Subject: FW: 6836-GIT: PRIA TRACKING MILESTONE # 3

Helio,

| have been asked by my colleagues to check with EPA on these pending registrations, in reference to changing the
product name. Are we able to do that during the review process?

The new names for the products would be as follows:
6836-GIT : NUGEN 11D-64

6836-GIA : NUGEN 11D-32
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| would revise the submission documents to match these names. Just let me know. Otherwise, we will wait and file for
alternate brand names.

Thank you,
Kathoy~ I
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From: PRIARegistrationTracking@epa.gov [ mailto: PRIAReqgistrationTracking@epa.qov]
Sent: Monday, June 18, 2018 3:19 PM

To: Rosario Kathryn - Allendale

Cc: daniels.joseph@epa.gov

Subject: Spam: 6836-GIT: PRIA TRACKING MILESTONE # 3

Email: kathryn.rosario@lonza.com

Your application has been assigned to the following product manager (PM}:

Name: Eric Miederhoff
Phone #: 703-347-8028
Email Address: Miederhoff.EricBepa.gov

File Symbol/Reg # Product Name Decision # PRIA Category Fee for Service
Start Dt PRIA Due Dt

6836-GIT Nugen Valu. .. 541622 A540 25=JUN-

18 26-NOV-18

6836—-GIA Nugen Valu. .. 541623 AS540.1 25-JUN-

18 26-NOV-18

The data associated with your application have been sent into review.

Date data sent into review: 06/18/2018

This is an automated email; please do not try to respond to it. Contact the PM
identified above for any guestions you might have.

This communication and its attachments, if any, may contain confidential and privileged information the use of which by
other persons or entities than the intended recipient is prohibited. If you receive this transmission in error, please
contact the sender immediately and delete the material from your system.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON. D.C. 20460

RERPRS = 1Y Office of Pesticide Programs
MEMORANDUM
11/23/2018
SUBJECT: Product Chemistry Review for Nugen 1iD-64 EPA Reg. No.: 6836-GIT

FROM:

THRU:

TO:

MRID(s}:50597001, 50597002, 50597003, 50597004

Vekalet Tek, Ph.D.

Chemistry and Toxicology Team
Product Science Branch
Antimicrobials Division (7510P)

Karen P. Hicks, Team Leader
Chemistry and Toxicology Team
Product Science Branch
Antimicrobials Division (7510P)

Eric Miederhoff, PM Team 31/ Joseph Daniels

Regulatory Management Branch |
Antimicrobials Division {(7510P)

Registrant: Lonza, Inc.
Action code: A540

Agency Due Date:
11/26/2018

DP No.; 447579
Submission No.: 1020662
E-Sub No.: 29741
Classification: EP
Process: Nonintegrated
system

Pesticide type:
Antimicrebial

B

Farmulation from label

|

_ PC codels) | CAS #(s} e Active Ingredient(s) | %weight
069208 | 148788-55-0 and Didecyl dimethyl ammonium carbonate and ’ 3.03
. |148812-65-1 Didecyl dimethyl ammonium bicarbonate |
\. . | otheringredients | 96.97
 100%

Comrﬁ;EMolecular Structure

_ Total
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. BACKGROUND

The Registrant, Lonza, Inc., has submitted an application for pesticide registration for
their product: Nugen 110-64 EPA Reg. No. 6836-GIT and requested a review of the proposed

Basic CSF, dated 11/19/2018, and Group A and Group B data.

Il. RELEVANT DOCUMENTS

' EPA FORM 8570 27 Formulator's Exemptlon Statement

" EPA FORM 8570-35 — Data Matrix (5/29/2018) and (11/19/2018)

' Cover |ettér{ /1/2018)

Transmittal document

Proposed CSF BAS[C (5/31/2018} and (11/19/2018}
Proposed Iabel [11/19/2018} and (11/21/2018)

Certlflcatlon for Pulot Fragrance Nottflcatlon Program

) | RECEIVED T N/A
et =B
—tg g ]|
S 1 piy -
—_— @ |0 |
=t
e el g
N O = |
| = S

| REFERENCED: CSF N/A, {N/A)

Comments:

1. FINDINGS

a. Product Formulation:

![ TGAI MUP | EUP |1| Food use | Non-food use |
[i

: S ST s — == - — LN e, !
Non-integrated 7 & 0 A 7’“_\_\3 ;]' O 54,
Inte‘g_r_ated & LS =} L = |
Active Ingredients(s) 'Nominal . Upperlimit Lower

| S - Vo limit

| Didecyl dimethyl ammonium carbonate/Didecy} 3.03% 3.18% 2.88% |

. dimethyl ammonium bicarbonate i !

i A - - 7
1. The certified limits of all ingredients are within 40 i) L &3
| CFR standard certified limits. e W +

| 2. Wider certified limits were requested and rationale ] &

| was agcept'ed

Page | 2
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"3. The nominal concentration(s) of the active

- ingredient is in agreement with the label.

4. The chemical IDs and analytical information for

density, pH, and flammability are consistent with
Series 830 Group B data(The justification for the pH

' range for the proposed Basic CSF, dated 11/19/2018,
is accepted, herein{see attached e-mails, dated

. 11/08/2018 and 11/19/2018).

| 5. All inert ingredients are approvéd for non-food use

Lpes_tlcndg_formulatlons.

1|

i |

¥

| 6. The impurities present >0.1% are identified. O =
| 7. Impurities of toxicological significance have an [ 3 X
| upper certified limit. - - —
b. Product Label: - s
' T Yes | NO N/A
The formula contains one of the follow:'ng:_ e - ,
1. 10% or more of petroleum distillate i Sy o . 1 A2
2. 1.0% or more of methyl alcohol — ) - L
3. Sodium nitrite at any level e = e
4. A toxic list 1 inert at any level b B O
| S. Arsenic in any form o T__ O] X £
6. Ify yes s 10 1- 5, then the inert mgredlent list contains a relevant | = ii 4
_footnote e & o
7. Appropriate warning statements rega}ding flammability or | =]
explosive characteristics of the product are included on the
_label : ‘f -
8. The storage and dlSpOSSl instructions for the pestlade P O ]
container are in compliance with PR Notice 84-1 for household |
__use products or PR Notice 83-3 for all other uses. s
= ==

9. The product requires an expiration date at which time the 5
_gommal concentration falls below the lower certified limit.

IV. Additional Findings

1. The Data Matrix, dated 05/31/2018, is revised and superseded by the updated Data

Matrix, dated 11/19/2018.

2. The previously submitted labels (no date) and dated 11/19/2018, are revised and
superseded by the updated label, dated 11/21/2018.
3. The name for the product, Nugen Value CQ 64, is updated to Nugen 1ID 64 for the
updated Basic CSF and Data Matrix, dated 05/31/2018.

Page | 3
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The test substance, DS6771 and the test substance identification: 405-18811QUat, for
Group B studies represents the proposed product, Reg.# 6836-GIT, namely Nugen 1{D- 64
{MRID#50597002, 50597003, 50597004){See attached e-mail, dated 10/31/2018}.

Basic CSF, dated 05/31/2018 (provided to us on July 31, 2018}, is corrected and
superseded by the propased Basic CSF, dated 11/19/2018.

Basic CSF, dated 05/31/2018({provided to us on July 31, 2018) and 11/19/2018, is
accepted.

\ Table 1. Data Evaluatuon [Descruptlon of Formulation Pro Pracess, Guideline 830. 1650, MRID #50597001)

e —— e,

§830.1650(bj{ 3{ii); pertaining to characterization of the process Not available

§330.1650({b)(3(iv); pertaining to mgredlents used to process {see V. Addltronal Requires Upgrading
Finding#1)

7§8§0. 1g§0(b)(3{v); pertaining to process equipment Satisfied

§830.1650(b}{3{v}); pertaining to the conditions of the process (such as pH, Not available
temperature, humidity, pressure, rpm}

£330.1650(b)(3{v}; pertaining to qu;izy control measuras Sausfied

T S

Table 2: Accelerated Storage Stability at t 5442 °C (Gu:dehhe §830. 6317 MRIDH 50597004)

Test Substance |dent}f:|cation: 405-188116Uat . |

Procedure | Time Interval

Daiy zere [témﬁ 7'; 7 Day 14

Mean % By Weight of A.l. {Didecyl Dimethyl .08 i 3.06

Ammonium Carbonate/Didecyl Dimethyl Ammonium

Bucarbonatei |
According to the study repon(MR([;ﬂ‘50597004) “This study showed that the test substance, 056771 in
the same type of container used for commercial sale of the product (HDPE with polypropylene closure) is
stable under the accelerated storage condition of 5422 °C for 14 days.”. A visual inspection (the test
subsiance and the container are visually inspected for any physical changes such as discoloration and
deterioration} of the test substance showed no physical changes in the product over the test period. The
storage container showed no physical changes but slight yellowing over the test period. Note: The analyucal
method{HPLC) for the quantification of the ALl in the test substance for the detection of the storage stability
of the product is validated with respect ta linearity, precision, accuracy and specifigity.

)

THIS REVIEW CONTAINS FIFRA CBI

Page | 4
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V. Conclusion
The Product Science Branch of The Antimicrobials Division finds, the proposed Basic C5F,
dated, 11/19/2018, to be acceptable. Group A Data have been met with the exception of

Description of formulation process (Guideline 830.1650) (see VI. Table A: Series 830 guidelines
— Group A}, Group B data have been met.

Page | 5
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V1. Table A:

Series 830 guidelines - Group A

OPPTSH
830.1550
| 830.1600
830.1620
£ 830.1650
' 830.1670
| 830.1700
830.1750
| 830.1800

[ 830.1900

Name

' Product Identity & Composition

] Dé;criptlon of materials

' Description of production ;;rocesé

! Déscription of formulation prfocessv
. Discussion of formation of i_rﬁpuriti_esm )
! Preliiahary analysis .

' Certified limits

" Enforcement ana_lytical method

Submittal of samples

Acievp table

" Not applicable, nori-integrated 3

' Acceptable

Status

Acceptable

" Not applicable, non-integrated

[ R'equires hsgradir;g(see IV. Additional Findings, Table 1.)—

Not applicable, héﬁ-fnfeg?aleii

: Acceptable

' Acceptable-“Samples will be submitted upon request”{Data
~ Matrix, dated 05/31/2018)

Page | 6

MRID
50597001
50597001

N/A

50597001
50597001

|
|

|
!

50597001

50597004
and
49445602
50597001

50597001
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|
|

1 830.631

Vil. Table B: Series 830 guidelines ~ Group B

OPPTSH

| 830.6302
| 830.6303

830.6304
830.6313

 830.6315
' 830.6316

' 830.6317

830.6319

830.6320

8306321
830.7000

830.7050
830.7100

Name

Physucal state
= l_Oclor
' Stability to normal & elevated
| temperatures, metals & metal ions
_‘ Oxidation/Reduction
Flammability

' Expiodability

" Storage stability

MISClb'IItY -
Corrosion characteristics

;l_)ielect#ric breakdown voltage
pH

H——
- UV/Visible absorption
| Viscosity/Kinematic

L Study Fmdmgs/Comment
Not required for end use product

quwd at 20.8 oC

Not requlred for end use product
The product is not TGAI

No oxidizer/reducer ' present
Avarage FlashPoint; 99.5 0C=212.1 of
Product does not contain explosive

| ingredients
The Accelerated Storage Stability Study at

| 54:2 oC for 14 days for the test substance,

| DS6771, is completed.

] Product not mixed with organic sclvents
The Accelerated Corrosion Characteristics
Study at 54+2 oC for 14 days for the test

| substance, DS6771, is completed.

<' Product not used near electncal equipment

The average pH of a 1% aqueous solutian of
| the test substance, DS6771: 9.06 at an
average temperature 21.4 oC.

The average pH of the neat test substance,
DS6771: 8.38 at an average temperature
' 21.4 oC.

; "1.15 cSt. At 25 oC (at 50 oC, the viscosity of |

| the test substance is too low)

Page | 7

7 Status

Not apphcable
Acc&)t-a b[e

Not appl:cahlg
Not applicable

Acceptable
Acceptable
Acceptable

Accelltable

Acc_epta-bie
Acceptable

Acceptable

Acceptable

Not applicable
Acceptable

50597002
N/A
N/A

50597003

50597002

- 50597003

| 50597004

| 50597003

50597004

| 50597003 |

50597002

N/A

| 50597002
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830.7200
8307220
| 830.7300
| 830.7370
830.7520
830.7550/ 7560/ 7570
| 830.7840/ 7860

830.7950

Meltihg point )  Not requured for MUP or EP
: Boiling point bl ! Eot_re_gm_rgi for MUP or EP

Denssty/relatwe i9978 g/mlat 20 o(i
Dissociation constants in water | Not required for MUP or EP

Particle size . Not required for MUP or EP
‘ Partition coefficient Not requnred for MUP or EP
' Waterwsolﬁibility ] Not requnred for MUP or EP
‘ Vapof pfeéguré | Not required for MUP or EP

THIS REVIEW CONTAINS FIFRA CBI

Page | 8§

‘Not appEaible
Not applicable
Acceptable

" Not applicable
" Not appIEa-blé
| Not applicable
: Not applucable

Not appllcable

N/A
N/A

| 50597002

N/A
N/A
~ N/A
N/A
CN/A
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CONFIDENTIAL APPENDIX

PM NOTE:

1. The trade name of the active ingredient on the proposed Basic CSF, dated 11/19/2018, and study {(Guideline 830.1650,
MRID#50597001) does not match with the Registration number, 6836-236. Additionally, the listed trade name for the active
ingredient on the proposed Basic CSF above is not listed as an alternate brand name in our database {BARDAC 22(50)see the
attached e-mail from the registrant, dated 11/07/2018). However, the supporting document provided by the registrant shows that
the two different alternate brand names for 6836-236 were previously accepted by EPA (see attached letter, dated 10/30/2008).

2. The alternate brand name, carboquat, used for the active ingredient on the proposed Basic CSF, dated 11/19/2018, is not available
on the proposed label, dated 11/21/2018.

Page | 9
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Tek, Vekalet

co et s
From: Daniels, Joseph
Sent: Wednesday, Novernber 7, 2018 4:26 PM
To: Tek, Vekalet
Subject: RE: EPA Reg. No. 6836-GIT, GlA

Great, thanks! Sorry that it took so Jong to hear back from them.

From: Tek, vekatet
Sent: Wednesday, November 7, 2018 4:25 PM
To: Daniels, Joseph <Danieis.Joseph@epa.gov>

Cc: Miederhoff, Eric <Miederhoff.Eric@epa.gov>; Hicks, Karen <Hicks.Karen@epa.gov>

Subject: RE: EPA Reg. No. 6836-GIT, GIA

Hello toe,

Thank you for the update. Since you said you badn't heard from the registrant, | completed the drafts and uploaded to

SharePoint for Karen's approval last week.
Thank You!
Vekalet Tek

Deleate] et 26T

Chemusl

Antimicrohials Division/ Product Science Branch
Office of Chemical Satety and Pollittion Frevention
.S, Environmentat Protection Agency

1200 Penn.Ave , NW {7510P)

Washington, C.C. 20360

E-matl: oL cenattie nead g

Office Phone:703-347-8160

Street Address:
2777 Crystal Dr.
Arhbngton. vA 22202

From: Daniels, Joseph

Sent: Wednesday, November 07, 2018 4:20 PM

To: Tek, Vekalet <iek.cekalat@ena.gov>

Cc: Miederhoff, Eric <iviege noff.E-izfena o>

Subject: FW: EPA Reg. No. 6836-GIT, GIA

Good afternoon! | just received this response from the registrant {below in red). We are nearing the end of the PRIA
clock on this one, so hopefully we can resolve it quickly. | will be out of the office until the 19", so please work with Eric

on this until then. Thanks!
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€0 81,
S, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

o WASHINGTON, D.C. 20460

OFFICE OF PREVENTION, PESTICIDES AND TOXIC SUBSTANCES
Kl mo“—(‘

q“gcovmlvs
m‘aﬁ-‘&*

RS

OCT 3 2 2008

Georgia Anastasion
Agent for Lonza, Inc.
Lewis & Harrison

122 C Street, NW
Suite 740
Washington, DC 20001

Subject: Bardac 22C50
EPA Registration No.: 6836-236
Notification Date: October 1, 2008
EPA Receipt Date: October 2, 2008

Dear Ms. Anastasiou,

This letter acknowledges receipt of your notification submitted under the provisions of

FIFRA scction 3(c)? and PR Notice 98-10.
= Aiternate Brand Names

General Comment

Based on a review of the submitted materials, your notification for the alternate brand names,

Carboquat H and Carboquat HI &I, are acceptable and apart of the records on file.

Should you have any questions regarding this letter, please contact Jacqueline McFarlane at
(703) 308-6416 or Velma Noble at (703) 308-6233.

Sgnccrely /} // y

J‘/c ma Noble

Product Manager (31)

Regulatory Management Branch |
Antimicrobials Division (7510P)
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Leik' VERBIEt M

From: Kathryn Rosario <kathryn.rosario@lonza.com>

Sent: Wednesday, November 21, 2018 12:33 PM

To: Daniels, Joseph

Cc: Miederhoft, Eric; Tek, Vekalet

Subject: RE: EPA Reg. MNo. 6836-Gil. GIA

Attachments: NUGEN 11D-32 Draft Label 20181121.pdf: NUGEN 11D-64 Draft Label 20181121.pdf
Importance: High

e wall procoed weih ontior x| nave attachec abe'swith [anguzage per pre-decistanal geternmation

Reracds

athevnr

From: Daniels, Joseph [maiito:Daniels.Joseph@epa.gov]
Sent: Wednesday, November 21, 2018 10:28 AM

To: Rosario Kathryn - Allendale <kathryn.rosario@ionza.com»
Cc: Miederhoff, Eric <Miederhoff.Eric@epa.gov>

Subject: RE: EPA Reg. No. 6836-GIT, GIA

Good morning. We reviewed your response to your pre-decisional determination and have decided that we cannot
review the newly cited studies befare the end of the PRIA timeframe, which ends on Monday November 26™. This is not
eligible for a renegotiation because the studies were not sent in with the original submission, and renegotiation is
reserved for reviewing changes to the studies originally submitted. At this time, there are three options:

1) Withdrawai and resubmit new A540 PRIA application with revised acute toxicity data

2) Do-Not-Grant

3) Submit label with language per pre-decisionai defermination
A withdrawal and resubmittal would ensure an AS40 PRIA timeframe. A do not grant daes not cost any additional
money, but does not ensure a concrete review time. If you submit labels with language per the pre-decisional
determination, we can register the products. You could then submit the additional data as an A570 and A570.1 as
opposed to A540s and save some time on the review. Please let us know as soon as possible how you wish to proceed.

Joe

Sent: Monday, November 19, 2018 10:25 AM
To: Miederhoff, Eric <Mieder el e ric @ispz sy >; Daniels, Joseph <Jatis!s 'psepit Giifid. 2in >

Subject: RE: EPA Reg. No. 6836-GIT, GIA
Importance: High

Erc. e,

We have adaressed the 10% ssues. The data matrnx (ias peen mvised as foiiows
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*MRID 43610103 will be cited for acute dermal tox. 'We are regussting that the acui2 dermal beveaived snrt inat the
acute oral classification be used for Dermal, per EPA Guidance jor Waiving Acule Dermal Toxicidtv Tests for Pes:widy
Formulotions & Supporting Retrosnective Anaiysts {Novempe- <, 2516/

S GARID ATAZ0203 vall Be cited for acute inhalations *nx

‘Ae nave revised the labels to include the respiratar language i the Precautionary Statemients seclion Sowever the aata
That we nave cten ¢n the data mainx will allow to proreed with th=1abel without the  poison” classification

The correct Enforcement Analytical Niethod reference is alse now on the Jata mat=s — wWiRiD 294 15602,

i have allaches CSFs - please aote >vplanation below m reforence (o the pr renpe 7RG 18 ol aCreidnne 21 e oo
anc | Lol ravese.

The pH [neat) is 8.38 per the report,

We round this up 1o 8.4 and take +/-5% of that number to arsive af the oH range of 3.0t0 88,

Ve typcally prerer 1o provide a pH range msteac oi one prt «alue on the CSF dacause it'simpossible 1o always g8t thie
saing pH 2very timz a batch is made due to very slight differentes m manufarturng, raw matanazls, pH meters, 21
Considering this. can we keep the range ¢n the CSF?

Zhzase contact ~ 2 with any quastions

Rezarde,

mahs zaihlys rosanc@Icnza oom
M e Innza et

From: Miederhoff, Eric [Laile:Misderhod Lo @ep. o]
Sent: Thursday, November 15, 2018 4:33 PM

To: Rosario Kathryn - Allendale <zathrvoosarno@lon:z con>
Cc: Daniels, Joseph <Lranie!s..cseph@epa.zov>

Subject: RE: EPA Reg. No. 6836-GIT, GIA

Hi Kathryn,

We still have till 11/26 for this PRIA, please let me know a projected delivery date for your response 1o the comments as
quickly as possible and we can discuss next steps.

Regards,

Eric Miederhoff

Product Manager, Team 31
Regulatory Management Branch |
Antimicrobials Division

Office of Pesticide Programs
Environmental Protection Agency
703-347-8028
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From: Kathryn Rosario <1 1 rosano@ienza.cr v
Sent: Thursday, November 15, 2018 11 25 AM

Cc: Daniels, Joseph <L1¢,nen,,.r>»:p nL £, r,n.;.a>
Subject: RE: EPA Reg. No. 6836-G!T, GiA
Importance: High

I

Wa will nead to renepniiate tie PRIA date as weaouid ke 10 adaress the acuie 1oy revizw that you sent Prasll sgei
additional snformation 21 caon as possible. onre | receive clarification from my calleagues in the Tox depariment

Regarrs,
iKathryn

From: Miederhoff, Eric [11i-:homvliederngii vric@eps.ziy]

Sent: Thursday, November 8, 2018 4:46 PM

To: Rosario Kathryn - Allendale <hatnrn.rosanodiongs.com>; Daniels, Joseph <Uditiy  os2uiteia. iy, >
Subject: RE: EPA Reg. No. 6836-GIT, GIA

Hi Kathryn,

Thank you for the additional materials. 1 have not had a chance to revise the amended label, and since tomorrow is the
predecisional deadline and Joe and | are both out of the office, | included the efficacy issues in the attached
predecisional letter. However, if you feel you have addressed all the comments, you do not need to do anything
additional at this time. We did have some additional comments on the label and via the acute toxicity review, however,
and so have included those in the predecisional determination.

Let me know if you would like to discuss these matters further. t will be back in the office on Tuesday.
Regards,

Eric Miederhoff

Product Manager. Team 31
Regulatory Management Branch |
Antimicrobials Division

Office of Pesticide Programs
Environmental Protection Agency
703-347-8028

From: Kathryn ROSario <w«l" "y L iusa ISl fed 0>
Sent: Thursday, November 08, 2018 4:28 PM
To: Daniels, Joseph <Danigls josephitana 2o >

€Cc: Miederhoff, Eric <i.lizo= tiai!. g ____;;_.. i ACN>
Subject: FW: EPA Reg. No. 6836- GIT, GlA
Importance: High

44



I have attached the updated data matrices and the EAM, MRID 49445602,

I have aiso attached updated labels per your comments from the efficacy review dated 10/11/2018, and the date has
been added to the label.

i will forward revised CSFs if you accept the justification on the pH range that | provided earlier today.

Regards,
U Pt PO I R e S~ { § SN AL L} Efe B w o] i
‘_'\",L' AN At =T

From: Rosario Kathryn - Aliendale

Sent: Thursday, November 8, 2018 11:55 AM

To: 'Daniels, Joseph' <Qanists. loseph@iepz gove
Cc: 'Miederhoff, Eric' <ivhizderhofi Eric@epa.go.>
Subject: FW: EPA Reg. No. 6836-GIT, GIA
Importance: High

Ine, Tne,

- s . = et il el
I rsfarence 1o mv e mzats on the Enforcament Aanalvhicat iterngd helov: the cpmimie Nt 1y qnrarreat and  wtiapcate
e [a5a At with the MRID number tnat we intand 1o Gie for this

Rezurds,

Katirn

From: Rosario Kathryn - Allendale

Sent: Wednesday, November 7, 2018 3:59 PM
To: 'Danijels, Joseph' <Danel ‘nsephideps go>
Subject: RE: EPA Reg. No. 6836-GIT, GIA

Hiute,
Plagse see (espONses elon

Regd: Qs,

o T
¥

o

From: Daniels, Joseph [:gili :Danelstosennicim.iy . ]
Sent: Wednesday, October 31, 2018 7:29 AM
To: Rosario Kathryn - Allendale <karhivnrosano®ieniz Loim>
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Cc: Miederhoff, Eric <A zmofii r@epaovs>
Subject: RE: EPA Reg. No. 6836-GIT, GIA

Good morning. | just spoke with our chemistry reviewer who mentioned that she had spoken to you on the phone
yesterday. She sent me a list of issues that need to be addressed:

1. The trade name of the active ingredient does not match with the Registration number, 6836-236, for the proposed
Basic CSF, dated 05/31/2018 and the study({Guideline 830.1650, MRID#S0597001). Carboquat H s an alternats
nrane narme o file ror o H826-234

2. Data Evaluation Table [Guideline 830.1650]

§830.1650(b){3{ii); pertaining to characterization of the process Not available 1

The gunidetine for {b) (3] Hi) mentioned 1 8301650 refarances

330.1020 (b} 3V iy 1 do no: see a (b {3) () hstee in 830, 165¢

Guudelinas. NMRID 505237307 vas listea suicenre 330.1620 a8 na?

ipplicable on page 5 o1 the stuay

§830.1650(b}{3(iv); pertaining to ingredients used to process {see Requires Upgrading
Deficiency#1)

The guiceline for (b} {3) tiv) menuoneda in £30.105¢C reierences
330.1620 () 2 v, donoi ses a 1o {3y) lisited in 83(rL165C
Guigelinas MEIND 505370537 as histec Juiteline 530.1520 &5 no”

pplicabie on page 5 ol e s1ua) g
§830 0.1650({b){3{v); pertaining to process equnpment Satisfied
§830.1650(b){3{v); pertaining to the conditians of the process (such Not available

as pH, temperature, humidity, pressure, rpm}

The gutdaline tor (D) {3} (V) mentianed in 830.1850 reierences

330.1620 (b} [3)(v). denot see a (bl (3) v)listec in 330,165

Guidelings, WRID SO5Q7001 has listed gutoeline 830.1520 as not

ippicanle on page S of ihe study

§830. 1650{b)|(3(v] pertaining 1o quality cantrol measures B Satisfied

3. The date on the updated Basic CSF and Data Matrix, dated 05/31/2018, are not updated. They are provided to us
on July 31, 2018. : will update and senc vou: 2 revised {SF vwith the correct date.

4. There is no date on the proposed label. ) will update the ialel and add the gate. | am waorking ot the oiber
revisions thal you reguested for the laoei aisg

5. Study for Guideline 830.1800, Enforcement Analytical Method is not available on the referred
MRIDH#S0597001(see the study and Data Matrix, dated 05/31/2018). The reference to EAV {830.1800} is was
not intended 1o de included on the data matex: it is net reauires! for this end use product se L wall n2ad o
amend the data matrix 1o remove it Guiaeime 3301300 was nothinciuded as part of VIR 058700 .

6. The pHrange is used for the proposed Basic CSF, dated 05/31/2018. However, there is na justification
provided. . reec 0 ask v manager avout the pH range and | will correct that aiso.

7. Itis not clear whether the test substance, DS6771, and test Substance ldentification#405-18811QUat, for
the accelerated storage stability and corrosion characteristic studies{Guidelines 830.6317 and 830.6320) can
represent the proposed product{Nugen 11D 64(MRIDH50587004].
i inclugad in the cover felier ap 2xplanation of The 1esl Ssubstances 56771 as tne Nugen 1D tormulation. Tne
JA567 71 name dentines the product before we have 2 name ror the (PA ragIstranion auring e [2sing phase.
The names o the tesl substance usec in these studies s not the recuested EPA primary brand name  Tha (abie
bofow describes the tonmulation of the Tes! Substance

Test Substance i0 Farmulation dame ZPA Reg. Nc. CSF
cllowec
DS 6771 e T : . : s
4 GO70-014 MUGEN 110G-t4 b33b-no! ver assignes 5asK
2t 2 6070-01
5
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Lot # h0B6-180 and B0B6-18" l ‘

From: Daniels, Joseph

Sent: Friday, October 26, 2018 12:37 PM

To: 'Kathryn Rosario’ <pgil!viniosanus@ionna.con>
Cc: Miederhoff, Eric <lviiegernefl{ric@enzs. ov
Subject: RE: EPA Reg. No. 6836-GIT, GIA

Good morning. Please see the attached efficacy review for 6836-GIA and -GIT. | will send along the acute toxicity and
product chemistry reviews as soon as they are compieted. Please let me know if you have any questions.

From: Kathryn Rosario [maiiakathrenrosa-o@lonzs.cor]
Sent: Wednesday, August 8, 2018 4:31 PM

To: Daniels, Joseph <i;ain=iy. 0sephicd ¢ps 2oy >

Cce: Miederhoff, Eric <ivicctler ol Eric@epz.a0v>

Subject: RE: EPA Reg. No. 6836-GIT, GIA

have arrachad the data matry: fo- the b836 GIA

From: Daniels, Joseph [/ 71lic:uaniers. Josagiman i i)
Sent: Wednesday, August 08, 2018 4:02 PM

To: Rosario Kathryn - Allendale

Cc: Miederhoff, Eric

Subject: RE: EPA Reg. No. 6836-GIT, GIA

Good afternoon. Thank you for getting back to us on this. | know they will be using the same data, but can you please
submit a data matrix for the secondary registration as well? Thanks!

Joe

From: Kathryn Rosario [1naalwsaing v rosd (1o@dEonza,com)
Sent: Wednesday, August 8, 2018 3:22 PM

To: Daniels, Joseph <Daniels.;osephi@apa.cov>

Cc: Miederhoff, Eric <pitederioff inc@epa covs

Subject: RE: EPA Reg. No. 6836-GIT, GIA

H: e

E e Knowe !

I rnfersnee to vur conterence call on Lionaay, please ser attached. The Jata Malns 15 ravieen as well
vou have any guestions or need more information.
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From: Daniels, Joseph [ Do osenn 3apa oo ]
Sent: Thursday, August 02, 2018 10:51 AM

To: Walsh Jonathan - Allendale

Cc: Rosario Kathryn - Allendale; Miederhoff, Eric
Subject: RE: EPA Reg. No. 6836-GIT, GIA

That works. Please see below for the canference call information.

Conference number: 202-991-0477
Conference ID: 8647776

From: Jonathan Walsh [r:1ail: 0 onstian calsiu@ o et )

Sent: Thursday, August 2, 2018 10:46 AM

To: Daniels, Joseph <Da.rels. nsephi@ana.cove

Cc: Kathryn Rosario <xali~cvo.reser odionza cooe»; Miederhoff, Eric <vin derhas! Crosdops,gon >
Subject: RE: EPA Reg. No. 6836-GIT, GIA

Caula we meet i 100 on ionday?

Regards,
inrstnan

onetherwElsSE@ICHI G0

From: Daniels, Joseph [ma:lin:Daingic.josepi@ena 2ovi

Sent: Thursday, August 02, 2018 10:41 AM

To: walsh Jonathan - Allendale <jonailizn.wzishéinnnia, Joni»

Cc: Rosario Kathryn - Allendale <kzthre o osancaZionza.coni>; Miederhoff, Eric <lvkedarhalt.diiiacyg sov>
Subject: RE: EPA Reg. No. 6836-GIT, GlA

We are free any time Monday afternoon before 4:30pm, and between 9:00-10:00am or 3:00-4:30pm on Tuesday.

loe

From: Jonathan Walsh [mai i Grjonatneiuyaist@on. oo )

Sent: Thursday, August 2, 2018 10:34 AM

To: Daniels, Joseph <Uarii2iy srosehidienu o>

Cc: Kathryn Rosario <kathiviiosanoidlonsg.con>; Miederhoff, Eeic <iviiedsng L sooidoua. s>
Subject: RE: EPA Reg. No. 6836-GIT, GIA

Gouedd Rein s loe,

Thanks for g20ting dack 50 prompity. Please let me knov, what tmaswvork hest for you on Moaday or Tuesday nexi

IEFTE N
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R':_'::'(:l‘f",.

jonainagsr

graman welsh@lonza.co

From: Daniels, Joseph [:naito:Danieis Josoph@epa.any)
Sent: Thursday, August 02, 2018 7:22 AM

To: Walsh Jonathan - Allendale <;:n-than. wdlsh 20
Cc: Rosario Kathryn - Allendale <kati:vn.rosano@lonsz < Lind; Miederhoff, Eric < ~er it o0 Dese. o>
Subject: EPA Reg. No. 6836-GiT, GIA

LuiGamt >

Good morning Jonathan. [ just got your message from yesterday afternoon. Is there a time this afternoon or early next
week that you two would be available for a conference call to discuss these two actions? We would be free between
2:00 and 3:00pm, and 4:00-4:30pm today, and are pretty open on Monday.

I03 anies

Lmnronmeantal Protection Sp=scialist
Anunnerobials Divisior

Office of Pasticiae Programs

Py onmer 1al Protection Agency

(702 3178650

This communication and its attachments, if any, may contain confidential and privileged information the use of which by
other persons or entities than the intended recipient is prohibited. If you receive this transmission in error, please
contact the sender immediately and deleta the material frem your system.

This communication and its attachments, if any, may contain confidential and privileged information the use of which by
other persons or entities than the intended recipient is prohibited. If you receive this transmission in error, please
contact the sender immediately and delete the material from your system.

This communication and its attachments, if any, may contain confidential and privileged information the use of which by
other persons or entities than the intended recipient is prohibited. If you receive this transmission in error, please
contact the sender immediately and delete the material from your system.

This communication and its attachments, if any, may contain confidential and privileged information the use of which by
other persons or entities than the intended recipient is prohibited. If you receive this transmission in error, please
contact the sender immediately and delete the material from your system.

This communication and its attachments, if any, may contain confidential and privileged information the use of which by
other persons or entities than the intended recipient is prohibited. If you receive this transmission in error, please
contact the sender immediately and delete the material from your system.

8
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Tek, Vekalet
==

ST e e ——— T —— |

From: Tek, Vekalet
Sent: Tuesday, July 31, 2018 5:14 PM
To: Miederhoff, Eric (Miederhoff.Eric@epa.gov)
cc Hicks, Karen; Daniets, Joseph
Subject: FW: 6836-GIT_DP447579_Nugen Yalue CQ 64_TECHNICAL SCREEN PASSED
Attachments: 6836-GIT_DP448200_Nugen 11D-32_Product Chemistry Technical Screen_Checklist.docx
Tracking: Recipient Delivery

Miederhoff, Eric (Miederhoff Eric@epa.gov)

Hicks, Karen Delivarad: 7/31/2018 5:14 PM

Dantels. Joseph Dalivered: 7/31/2018 5:14 PM

Mrederhoff, Eric Delivered: 7/31/2018 5:14 PM

Dear All,

Attached please find the product chemistry checklist-Technical Screen, for Product Chemistry Review. From a
chemlstry point of view, at this time, the technical screen for Reg #6836-GIA _DP448200 _Nugen 11D 32
. however, additional questions to be answered or data to be addresqed may remain.

NOTE TO PM:

1.The name of the product, Nugen Value CQ 32, on the proposed Basic CSF, dated 05/31/2018, does
not match with the proposed tabel for this particular product.

2.The date(03/31/2018) on the updated Basic CSF and Data Matrix for Nugen 1iD-64, and Data Matrix
for Nugen 11D-32 should be updated accordingly.

3.1t should be clarified whether the proposed Alternate CSF, dated 05/31/2018, for Nugen Value CQ 64
is valid? If so, please note that the product name on the CS¥ above is different from the proposed label.

4.The name of the product on the provided Transmittal Document should clearly be indicated for each
submitted product.

Should you have any questions or concerns regarding the case above, please feel free to contact me.

Thank You!

Vekalet Tek

Veloae7 Tck. PE.T

Chemist
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Tek, Vekalet

From:

Sent:

To:

Subject:
Attachments:

™ - ¢ /2 2 0 e
Daniels, Jogephc——— - E i o irdae e
Tuesday, fuly 31, 2018 1: 15 M 4L Tt ¢ Yanna cu,p A0 Q04
Tek, Vekalet = - O N i ¢
Reg. No. 6836-GIT, -GIA
6836-XXX Nugen 11D-32 Data Matrix Agency rev2018-05-31.pdf; Nugen 11D-64 Basic
CSF 2018053 1.pdf; 6836-XXX Nugen 1ID-64 Data Matrix Agency rev2018-05-31.pdf

Good afternoon. Please see the attached revised CSF and Data matrices for both products. The primary brand name has
changed, and | sent e-mails with labels and CSFs reflecting the new name last week. The names in OPPIN and on the
documents in this e-mail are the correct names.

Joe Daniels

Environmental Protection Specialist

Antimicrobtals Division
Office of Pesticide Programs
Environmental Protection Agency

(703) 347-8669

-
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460

LSOHI
Y agenct

LA
-,
X,

%, .
45 pgntet

OFFICE OF CHEMICAL SAFETY
AND FOLLUTION PREVENTION

November 8, 2018

Kathryn Rosario

Regulatory Assurance Specialist
Lonza Inc.

90 Borolinc Road

Allendale, NJ 07401

Subject: PRIA Pre-Decisional Determination
Product Name: NUGEN U1D-64, NUGEN 1D-32
EPA Registration Number: 6836-GIT, 6836-GIA
Application Date: June 1. 2018
EPA Reccipt Date: Junc 4, 2018
Deciston Number: 541622, 341623

Dear Ms. Rosario:

The Agency has completed its review and assessment of your application pursuart to
Scction 33(b)(3) of the Federal Insccticide, Fungicide and Rodenticide Act (FIFRA) as amended
by the Pesticide Registration Improvement Extension Act of 2012, The Agency has made a pre-
decisional detcrmination that your application cannot be approved unless revisions are made to
the fabel. The nceessary label changes are specified in the attached acute toxicity and ctticacy
reviews and commented label.

Since there is limited time before the PRIA Decision Due Date expires. it is important (o
discuss any objections you have to these changes immediately and whether you will need to
submit additional data for review. If these discussions determine that submitting data will be
nceessary, the PRIA decision duc date may need to be rencgotiated 1o allow sufticient tme to
address and resolve such differences. 1f the PRIA Decision Due Date is not renegotiated, and the
label issues are not resolved before the PRIA Decision Duce Date, the Agency will send a follow-
up lctier that will represent the Agency’s decision to close out the PRIA decision review time.
The follow-up tetter will provide the following three options for continuing the review of the
application:

(a) Applicant agrees to all of the terms associated with the attached acute toxicity and
cfficacy reviews and commented label and makes necessary changes: or

(b) Applicani does not agree to one or morc of the terms of the attached acute toxicity and
clficacy r